biostable polymer mixed with a therapeutic agent." 



• Claim 25: sewing ring comprising a "body portion initially formed from a 
polymer mixed with a therapeutic agent." 

• Claim 29: a bioprosthetic heart valve polymer insert containing struts 
attached to tissue leaflets to form a valve housing, ... the polymer insert is 
initially formed with a releasable therapeutic agent 

• Claim 41 : annuloplasty ring comprising a body portion. . . initially formed from 
a biostable polymer mixed with an releasable therapeutic agent; 

• Claim 45: a sewing ring comprising a body portion initially formed from a 
polymer mixed with a therapeutic agent 

• Claim 52: prosthetic heart valve comprises a sewing ring comprising a body 
portion comprising a polymer initially formed with a releasable anti- 
inflammatory agent 

• Claim 56: annuloplasty ring comprises a body portion comprising an biostable 
polymer initially formed with a releasable anti-inflammatory agent, 

• Claim 60: sewing ring . . . forming the annular insert by initially mixing a 
releasable therapeutic agent with a biocompatible polymer 

Support in the specification for requiring a polymer or biostable polymer is initially 
formed with a therapeutic agent (such as an anti-inflammatory agent) can be found 
At several places in the specification, including page 15, lines 22-28; page 27, line 
22 through page 29, line 15; page 29, Iine17 through page 30, line 15; page 31, 
lines 12-29. 

Applicants also wish to point out that the independent claims (claims 21 , 25, 29, 
41, 45, 52, 56, and 62) have been conformed to also require: 

• there is a fabric overlayer; and 

• the releasable therapeutic agent provides at least one therapeutic 
effect to the fabric overlayer. 

Applicants request entry of the above amendments in order to move forward the 
selected claims to issuance. As applicants point out in their response, the entered 
amendments and arguments overcome the present rejections, and respectfully 
request the present set of claims be allowed to issue. 



RESPONSE TO THE EXAMINATION 



Applicants response follows the outline of the Examination of mailed 
8/14/2002. Each issue raised by the Examiner is inserted prior to applicants 
response. 

1. Rejection of Claim 26 Under 35 USC §112 

CfBtm ^€/0ctfo»s - $$ USC § in 
Tm toUowurt^ 4s a rnxd^mn d ine ^^cond oara^raphof 3^ U.S.C, 112: 

Thp«poe5Sca5^*hfli1 wn;lyd» ti^mtlabfsa p«(tctiyft/|idtrit^ci;£and<t£tnclV 

dalmc^ the s^biecs <nirtt«» the sppliwint r^urd* hm i/uWff^^ 

i C W?i ^ taje^ed under S5 U.S, 11 2, seconti pmQgmpK as b^r^ 
ind6fiiit& for mwn^ U> paitia^ariy point cm ams distinctly ctaim th& su^&a masJim^P^ 
appticant regard invorOi^. 

Claim 26 fetM^B the »itatioa nne n^t^ or me^ ^Kjy*' in Imest 1-2, Themm 

inss^^ent antateo^ basts for imit^Hcn in tho dalm 

Applicants have amended dependent claim 26 to provide antecedent basis 
from claim 25. Claim 26 has been amended to indicate the heart valve prosthesis 
for antecedent basis to Claim 25. Additionally dependent claim 26 has been 
broadened to recite the heart value additionally comprises metal or metal alloy 
components, thereby removing the limitation that they must be titanium or tantalum. 

It is respectfully submitted the provided amendment overcomes the 
Examiner's rejection under 35 USC § 1 12 and request the present rejection to Claim 
26 be removed. 



2, Rejection of Claims 1-4, 9, 10, 12, 14-20 and 73-74 under 35 USC § 102 over 
Helmus et al. 



rne {opowartg is a qut^on ct tha zpcnon&tB pafB^rapns 36 U.S.C. 102 thai 
fdrtrt ihts b*%sis fof th<i f^^ims untfef iNs seciicn made in mj3 Otrica aouon: 

A 'It:!!!] be «iatlCjJ to a fOAttct tiaPkta 

use «r 6ft this ccuwy, ooro itian cc<a pnc< to mo ^ op^ftzaftdti tot jpiel^M i n t^e Ud 

3l C^ms 1 9« 1 2, 1 4-20 snc ar« f^e^^ed urKler 35 
U.S.C. 102(b) as teing antic^atsd by HeJmus <s al., 6M7,7t4 

Hetmus ^scioses an Imptantabte medical c^tce, column 0, linos 52-^^ 
txsmpmkr^ a feady pcrtifin uv^tsltj by ^ fiibdc ov^rtsyigft column imss 39-^9, tr^ 
bod/ fwrtkxn compmin!? at toast cno poIsifnGr. imimotcly n^od wi:h M ic?i«rt <irm 
f?w^^>£^fC tx^m%, see eoiufm 9, tlr^e 44 vtmei etr^ the m^apeutic agent Is capable <^ 



bcifQ felca$ed ft om ijh^ bosfy pmtsort d the device, see cotumft 3. Knes 34-47» and 
oohjmn 6, i(ne« 18^25. 

M to Z ^« ooftstrtuws m*rt«f iai con^;;fis«« 35 toast « poH/mor, «co cotunjo 
3, Itrw 40, 

As ^ tmtms 3 atKi 0£^£!iu^ matsftai comprises a pc)>^en specmea^ 
s^cca see co^^nn z. iine& 30^?. 

M 4a dakn» 9 6nd tO. the Ihsr^tittc agen! ccn^ises an afili«tr^mfni»lc/y 
d^ent, spec^catly ootl^^one, sea cotuim 2, ir^ 6. 

As to «t$im 1 4, the m^4^>eujtc ijt ee^^d tsttdy p^mm tm 

A3 to daln^ 1 5, 1^ ii^sap«uUc is oonipoui^^ Ir^o the body porUon the 
dttyjsc, stje jk> ton 4* tin^ 1 2*24 artd c^^m % tea 2d*4d» 

As to claim 1 the body ponbn of me dovico co^jpr^sos d Itqukf oono compn^jj 
tho tluff^uljc osem, see cotvqf^n 4^ i £^4 £uid oo^m^^ % tin&s 28-48. 

AS 1^ Claim ir, m« ii^gf^jiic ccn^ises ^ amimlcrcbi^ apnt. ssq 

Ad to ct^im^ IB ami t9, tne tn&dlc^ d&vtoe is o pmsthetic hean v^e. see 

As ^9fm 20» the t^&jtic orverts^f takes the term <^ a sheath, pouchy an 
QixaaatmrA, atx endosi^e, a layer, a Bm, m a coaiif^ see cdumn 4, Imos 12-24, oitd 

AS to ciatfns T3-74, an artificial ts disclosed, see coturm ^, !ino^ 
As to 20^ the idbrSc overiayef ial;es the term a s^atrv poucrv an 
nncas^^ an enciosufe, a layer, a tiinv or a coa^r^ sao column 4, Imos 1 2-24, ond 

As to daims 73-74, an artHtdai pimp is disclosed, sao c<^unn 9, tines CO-CO. 



Claims 1-4, 9, 10, 12, 14-20 and 73-74 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Helmus et al., US 5,447, 724. The Examiner relies on the 
teachings of Helmus for as the basis of the present § 102 rejections and in 
combination with all § 103 rejections. 

Applicants have cancelled, without prejudice, all the rejected claims, 
rendering moot the present rejection. Applicants turning to the Examiner^s rejection 
under § 103. 

3. Rejection of Claims 5-8, 21, 22, 24-26, 28-30, 32, 34-39, 41, 42, 44-50, 52, 53, 
55-57 under 35 U.S.C. § 103 as unpatentable over Helmus et al. in view of 
Tweden et al. 

Claim HeiectiQ/ts - U$C § 10$ 
Tne tcUowing is a c^^oon d S5 U.S.C. 103(a) \s^itH mo isssis for sit 
it)apmtimftatst^ti^st& moa^DHa imts^n b Q«tld£miut?i disced orti^&sdesset 

floret ia Mscfian 1 9(2 irf mts vst^ it tbt tttAttcaatt b«tvreen t:» sOi^a tsaita ssnjsft » be pssenbe<3 and 

pmr art mt sitm tus t« a^c: midtm a & a vma^ w^M- have i>cen «ff^ious «i ihs tf« 
^ci^iMt was 10 a 9€»R>tt (ta^nn Mtbutiy trt ^ %t to «^t^ laia tub{cct siaUcr ircr^ns, 

1 Oaims 5^, 21, 22, 28-30. 32. 34^. 41, «Z 44-60. S2, S3* SS-5?, 

39-61^ ard 69-^2 are under ^ l^a) as be'f^ unpatontaBo ovor 

t-reifmi£ di&ctc£&& msi <rfMf oevices mat *my i>e us€« in the Invi^ion incfisd© sftfti*^! 

Ho«*even Haimus does no$ <gscfe»e 0^ fat>r<o^fUver carnprteiiing a i^mc m 
xsxy^en fabric di^nm fibars. n^f (Soa^ Mote* diwiosa tha pol^^ cowts»no 
paf/eihvSdnsten^msi^e, Hatmus atso (Kias r;^ {lisdosa m& haan valve prostlasts as 
oompfising a sev^ing ring* ncr an aivn/!opl3s;y rit^. 



Txtre<$9n tf^so^sas a svturc^jw^ cuff m fatmc coitipn^tr^ a kniu^ ^ woven 
t^b^ of paCycsi^^ ^ee ooOmn 2, Un£s 45-50, sm M9 colun^ 3, Imes 30^. Tvvodon 
a!so disdo^ fhat far scented bi^i^osthotk heart wjsCvc?, Ute f^lt u£6:5 for me sewjig 
Qc^ qcx&i be co^cd wHH o Ui^dpeulic ageni^ see ootunn 2, 6i-67 u hsvo 
been ot>vtou$ to cr^ cnsnaTy In ino srt to uso Oro Ho^nui^ tc«i?h!r^ Iq prnv^ 
ihc ihcycpct:tic aseni ^ the tcnitted o* wo<^ fabfic piHyra^ on «ie Tv^^edon naari 
v^tfo^ 05 0 typo of mo<ficnl ^i»ca fpetxtoHy tli9d0:ied by tt^nus thai may be ooaied 
0 thoropc^ dscnt 9COo^ting to tho Holmud inyen^iCfV 

Sped!ic5% A^itn respect to cOaim 9. Tiweden <lj£close£ that ir^e potymer fjoors 
ocotpr'tie pofyelhyfoftotefaj^ttl^lai^, sed ootum 5^ lines 34^. 

A5 to dain* 21» T^wocien disc£osc« & ecwmp ring 

AS to Claims 22. oa aw poryiref mscn comjjisee sitoia. eee cmmn 3, line 36- 

3a- 

As to d^m 24, 28v 35, 36, Twfideii disdosvs ma? m lisan ^^al«e ojay tse 
biepie&iHoisc m med^ic^ see caton 2, if^ii 3»6, am* Ms 30-5S. 

As to mm 37, 38, 4S, S4. €S, 019 body pomn cDmorises g metal 

unm comatnif^ soub ^aecrted to tis&ud teatets ta torn a v^i^a nousina. a 
j^h^m tn« ps^^ im^ to tcim renting ring, !iee cct^n 2, i^s ^\ 

As to claims 4i. 50, Tvusc^ ast^es an annulcpiw twQ (22) 

As ia ddrm 71 and 72. the sewif^ ^ oon&tildes ^ annular insert. 



Claims 5-8, 21, 22, 24-26, 28-30, 32. 34-39, 41, 42, 44-50. 52, 53, 55-57, 59- 
67, and 69-72 were rejected under 35 U.S.C. 103(a) as being unpatentable over . 
Helmus et al., 5.447,724. in view of Tweden et al. 5,895,419. 

Helmus is cited for disclosing an implantable medical device having a 
protective coating applied to the device. This is provided in part by the actual 
passage cited by the Examiner (column 9, lines 52-68) wherein the Helmus patent 
teaches to coat those areas of the medical device in contact with the body tissues or 
fluids. Similarly, the Examiner points out, and as would be consistent with the 
teaching of Helmus, that Tweden teaches that "the fabric used for the sewing cuff 
could be coated with a therapeutic agent see column 2, lines 51-67"; 

Using the teachings of Helmus and the teaching of Tweden, one would coat 
or impregnate the fabric layer or the device with the therapeutic agent to provide 
protection of this layer. Using the teachings of Helmus in view of Tweden it would 
teach away from the design of the device such that the actual component is initially 
formed from the polymer mixed with the therapeutic agent. Therein, there is no 
coating of the device, rather the device is formed from the device containing the 
polymer and therapeutic agent. Further, applicants specifically specify that the 



• 



annular polymer support of the sewing ring is so formed with the therapeutic agent. 
No where in Helmus or Tweeden is their a teaching or motivation to combine the 
suggested references to arrive at applicant's invention. 

Because the teaching of Helmus in view of Tweden fail to provide all the 
necessary teachings, applicants respectfully request the present rejection be 
removed in view of the submitted amendments and arguments. 



4. Rejection of Claims 11 and 75 under 35 U.S.C. § 103 over Helmus in view of 
Fearnot. 

4. Cli»rn5 1 1 on<* 75 ^if« fcjedcd un<Eef 35 U.S^O. i03(a) a* being 

Hei'mis #sctd£«s me k^^reft!ldn st^iamiaiiv as ctaimdd. &e« atxfve. l*iom 
«p0CtficatV. Hotmus disdcs^cs that tho thcf opcylls (njcnt o^rnpriia)* m ^miMnilijfnmattxy 
a^^r^, $$B cohmn 2. Urvs 6, Hetmus also <ti$c^sse9 tnat c£9vices mai coukJ be a>dl€d 
*Kih ^6 ih^i^uttc iiigsftii* iheiu^ v;4s&M; ^fe(«Sf, ooHtmn 9, ex Ho«6v<if, 

rr^icil davice toe insplant^cft into, tor example^ tha vaso^ sy&tHn, oc^tmin 4. 
^KrtQ 3:3. tto, U would i-^wo been <^swtcy3 to of m€ir^ iho m sho timo 
the tnyantton v^s matle. to ^pf^ a Isyer of de^meihasone onto ^ ^tantab^ 



Claims 1 1 and 75 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Helmus et al., 5,447,724, in view of Fearnot et al. 5,609,629. 

As previously discussed Helmus does not provide any teaching of initially 
forming the annular support from a polymer mixed with the therapeutic reagent. 
Further, these references do not teach the by construction of the device in this 
manner. Further the therapeutic agent is released from the polymer to provide distal 
protection to the fabric overlayer. As the Examiner states, Helmus only provides a 
teaching for coating the structures. Adding the specific teachings of Fearnont to add 
dexamethasone does not provide the necessary teachings any more than Helmus or 
Tweeden. Consistent with the teaching of Helmus, Fearnot teaches that you can 
impregnate a polymer with dexathasone to provide protection of the surface of the 
device. Using the teachings of Helmus in view of Fearnot would teach away from 
initially forming the annular support with the therapeutic agent such that it can 
protect a second component of the device, such as the fabric overlay. The 
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teachings of Helmus, Tweeden and Fearnot would teach one skilled in the art to 
provide a coating for each component of the device. 

Because the teachings of Helmus in view of Fearnot fail to provide all the 
necessary teachings, applicants respectfully request the present rejections to 
Claims 1 1 and 75 be removed in view of the submitted amendments and 
arguments. 

5. Rejection of Claims 23, 27, 40, 43, 51, 54, 58, and 60 under 35 USC 103(a) 
Helmus et al in view of Tweden et al. in further view of Fearnot. 

5. ams 23. 27, 33, <10. 53. 51 . 51. 55 arH3 €8 fgjeci^ mm 35 
US,C. lO^a) 35 be»ig unpatontaUJo over Ks&nus et al,, 6,447,724, m viow cf TwG<ioo 

abovo. U^iOiTO «podf«;aU^, Ho^m/s <fisciosss ^0 y^crepoyiic ^*9C?>* comprises isn 

snu^snammatory agent ooiumn 2. tine §. He^mu^ a{$D asdoses tnat c^^iced ttist 
co«^ i)o <J©^otJ vwth ^tio therspc^?^ ??*jcn*» incKfito vcisfCMltr $torttJi, ©o» ccJMmn 9^ lin^ 
$3. - Hott-sver mtrtm does nm (Ifec^sa ms anU-irt^smmatofy sgm as b«inp 

mscHcal dBvtcsfor Imptflrtxtion into, for axanple, ihe vstoiar qntam, sas Dolirnn 4, 
ine33. IhuSi nwDiMhaveb9m<Moiatoon9<rfonln6ry«Mllln tfwnrt i4 
ths irwenikKi v« nudflki a appV a layer of daxannsthas^^ 
hiT»lflntabl9 mnllcal dervlQet bi taught by HeIniLw4n^vtflw-ar-Twedsn. 

Claims 23, 27, 40, 43, 51 , 54, 58, and 60 were rejected under 35 U.S.C. 
103(a) as being unpatentable over Helmus et al., 5,447,724, in view of Tweden, 
5,895,419, and in further view of Fearnot etal. 5,609,629. 

As previously discussed Helmus only provides a teaching for protecting the 
device using coatings. Adding the specific teachings of Tweden and Fearnot 
together does not provide the necessary teachings any more than 1 ) Helmus in view 
of Tweden or 2) Helmus in view of Fearnot. Consistent with the teaching of Helmus, 
all the secondary references teach one skilled in the art to provide protection of the 
surface of the component requiring protection. 

Applicants have amended their claims to clearly claim that the annular 
support is made from a polymer formed from the polymer mixed at the time of 
formation with a therapeutic drug. It does not have the drug by a coating applied to 
the body of the device. Similarly, the references does not teach to make the annular 



support a polymer initially formed with the therapeutic agent. All references teach 
one skilled in the art to protect each component by adding a protective coating. 

Because the teachings of Helmus in view of Teweden and Fearnot, they fail 
to provide all the necessary teachings, applicants respectfully request the present 
rejections to Claims 23, 27, 40, 43, 51 , 54, 58, and 60 be removed in view of the 
submitted amendments and arguments. 



6. Rejection of Claim 13 under 35 USC 103(a). 

c Cla^i3 itfl^0ct»dijndiir3&u.s.aiO3Ca)»iwtiio>mpet«nt^ 

Chanita taactiBB that ftspsitt atar owMzfltlan wt^ ganlHiittE^ 1b sbsgt^I In 
pTBWA cseJcftlcvtlDft 



Claim 13 was rejected under 35 U.S.C. 103(a) as being unpatentable over 
Helmus et al., 5,447,724, in view of Chanda et al. 5,645,587. 

As the Examiner states, Helmus only provides a teaching for protecting the 
coated structures. Chanda is used to teach that anti-calcification agents, such as 
heparin after neutralization with gentamicin, can be used to protect the device. 

Chanda teaches a chemical treatment process whereby after cross-linking 
you can treat the heart valve tissue with heparin and antibiotic. Chanda does not 
teach a polymer release system, particularly to form the annular support from a 
polymer and drug, and thus does not have any nexus to the other references. 
Treating tissue with chemicals as a process step, does not provide enough nexus to 
Helmus to be combined with Helmus. 

Because the teachings of Helmus in view of Chanda fail to provide all the 
necessary teachings, applicants respectfully request the present rejections to Claim 
13 be removed in view of the submitted amendments and arguments. 
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7. Rejection of Claim 31 under 35 USC 103(a) over Helmus et al in view of 
Tweden et al. 

T« Claim 31 b r^dd#d tnehr 36 U.&a ^03Ca) u itciits yrowtontRbJit Mr 

H«lrTU> «U 9^447.724. tn nif T\Mttdtn «tt «L. S.BQ^41B. m uppJied to cyffl dQ 
dbramv >nd fcnthsr ri viow of l^n^ 5,71€.3ff7. 

>i6lnxiS-ifv^ew<»t-Tif^^ec^ <3i$c{ose the invenlkin sub^tantiaSv as daimed, see 
e»5o*/&. Also, Tw^ien ^(isctoscs <»n onrMop'^asty iIiid <2J^ *^(aweven H6liTtui»tf »»view^- 
tvvedsn c^s notiSisdcse 3 polymer Inssn ccnnpHsing r3<s<^aque Oexibtd «Uicor^ 

Myers <i^dos£3 ^ erv^tiopi^y rin^ ^cusisting a £af! cere ^ s^i^ne oa&ef 
immcgn^i^d wirh ns^^^paou? 5i»tt. li wrwft* novo bo«n otjvious to ono of w dinaiy ^11 in 
iha nrt to ptmid^ racSo^aquo silicone rut9i)Q0' in U19 Hetrnu^in'0?v^*Twe<S€f> pt^rr^ 
insert, ds a kjw^n mmorkd used in forming an annUoplastjr ring. 

Claims 31 was rejected under 35 U.S.C. 103(a) as being unpatentable over 
Helmus et al., 5,447,724, in view of Fearnot et al. 5,609,629, and in further view 
of Myers, 5,716.397. 

As previously discussed Helmus and Tweden do not provide any teaching 
of having an annular polymer support initially formed with a therapeutic agent. 
Helmus and Tweden also do not to provide distal protection to a second 
component of the device. Adding the specific teachings of Myers to provide the 
Annuloplasty ring with silicone rubber impregnated with a Radiopaque salt does 
not over come the original problems of combining Helmus and Tweden in that 
the impregnated ring on provides an eluting surface, and not forming the device 
from a polymer mixed with the therapeutic agent. 

Because the teachings of Helmus in view of Tweden fail to provide all the 
necessary teachings, the addition of Myers does not solve that problem. 
Applicants respectfully request the present rejection be removed to Claim 31 in 
view of the submitted amendments and arguments. 
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AMENDED CLAIMS 



Version with Markings To Show Changes Made 

1. (canceled) An implantable medical device comprising a body portion overlaid by 
a fabric overlayer, the body portion comprising at least one polymer [intimately] 
mixed with at least one therapeutic agent, wherein the therapeutic agent is capable 
of being released from the body portion of the device.and eluting through the fabric 
overlay to provide at least one therapeutic effect of the therapeutic agent. 

2. (canceled) The implantable medical device of claim 1 , wherein the constituent 
material comprises at least one material selected from the group consisting of a 
polymer, a metal, a metal alloy, a body tissue, collagen, and a biosynthetic material. 

3. (canceled) The implantable medical device of claim 2, wherein the constituent 
material comprises a polymer selected from the group consisting of silicon, 
polyamide, polyimide, polycarbonate, polyether, polyester, a polyvinyl aromatic 
compound, polytetrafluoroethylene, poly(ethylene-chloro-trifluoroethylene), 
poly(ethylene-tetrafluoroethylene), poly(chloro-trifluoroethylene), a fluorinated 
ethylene-propylene copolymer, a perfluoroaikoxy copolymer, a fluoroelastomer, 
polyolefin, an ethylene-alpha olefin copolymer, an acrylic polymer, an acrylic 
copolymer, a vinyl halide polymer, a vinyl halide copolymer, a polyvinyl ether, a 
polyvinyl ester, a polyvinyl ketone, a polyvinylidine halide, polyacrylonitrile, a vinyl 
monomers homocopolymer, a vinyl monomer olefin copolymer, an acrylonitrile- 
styrene copolymer, an ABS resin, polysulfone, polyetherimide, 
polyetheretherketone, polyarylketone, epoxy resin, liquid crystalline polymer, 
polyphenylene sulfide, polyphenylene oxide, polyamideimide, polyacetal, 
polyketone, polyarylate, an ethylene-vinyl acetate copolymer, and blends of the 
aforementioned polymers. 

4. (canceled) The implantable medical device of claim 3, wherein the polymer is 
selected from the group consisting of polyurethanes, silicones and combinations 
thereof. 



5. (canceled) The implantable medical device of claim 1, wherein the fabric 
overlayer comprises a knitted or woven fabric of polymer fibers. 

6. (canceled) The implantable medical device of claim 5, wherein the polymer 
fibers are selected from the group consisting of polyester, polyamide, polyurethane, 
polypropylene, polyethyleneteraphthalate, poly(tetrafluoroethylene), polyethylene, 
poly(vinyl alcohol), polyacrylonitrile, poly(glycolic acid), poly(lactic acid), 
polydimethylsiloxane, aramid, and regenerated cellulose. 

7. (canceled) The implantable medical device of claim 5, wherein the polymer 
fibers comprise polyester. 

8. (canceled) The implantable medical device of claim 5, wherein the polymer 
fibers comprise polyethyleneteraphthalate. 

9. (canceled) The implantable medical device of claim 1, wherein the 
therapeutic agent comprises an anti-inflammatory agent. 

10. (canceled) The implantable medical device of claim 9, wherein the anti- 
inflammatory agent is selected from the group consisting of Cortisol, cortisone, 
fludrocortisone, prednisone, prednisolone, 6a-methylprednisolone, triamcinolone, 
betamethasone, dexamethasone, beclomethasone, aclomethasone, amcinonide, 
clebethasol, clocortolone, gold thiomalate, gold thiosulfate, auranofin, D- 
penicilamine, rofecoxib, celecoxib, derivatives thereof, and salts thereof. 

1 1 . (canceled) The implantable medical device of claim 1 0, wherein the anti- 
inflammatory agent is dexamethasone, a derivative thereof, or a salt thereof. 

12. canceled) The implantable medical device of claim 9, wherein the therapeutic 
agent further comprises an antimicrobial agent. 

13. (canceled) The implantable medical device of claim 12, wherein the 
antimicrobial agent comprises at least one of rifampicin and gentamicin. 



14. (canceled) The implantable medical device of claim 1 , wherein the 
therapeutic agent is coated onto the body portion of the device. 

15. (canceled) The implantable medical device of claim 1 , wherein the 
therapeutic agent is compounded into the body portion of the device. 

16. (canceled) The implantable medical device of claim 1, wherein the body 
portion of the device comprises a liquid core comprising the therapeutic agent. 

17. (canceled) The implantable medical device of claim 1, wherein the 
therapeutic agent comprises an antimicrobial agent. 

18. (canceled) The implantable medical device of claim 1, selected from the 
group consisting of a prosthetic heart valve, an annuloplasty ring, a vascular graft, a 
sewing ring, a stent, a medical electrical lead, an indwelling catheter, a pacemaker 
and a drug infusion pump. 

19. (canceled) The implantable medical device of claim 18, selected from the 
group consisting of a prosthetic heart valve, an annuloplasty ring, a vascular graft, 
and a sewing ring. 

20. (canceled) The implantable medical device of claim 1 , wherein the fabric 
overlayer takes the form of a sheath, pouch, an encasement, an enclosure, a layer, 
a film, or a coating. 

21 . (currently amended) A heart valve prosthesis comprising a sewing ring 
comprising an annular support initially formed from fa body portion comprising] a 
biostable polymer [intimately] mixed with a therapeutic agent, said annular support [ 
body portion] overlayed by a polyester fabric overlayer, wherein said annular support 
[body portion] provides at least one therapeutic effect to the fabric overlayer. 

* 

22. (original) The heart valve prosthesis of claim 21, wherein the biostable 
polymer is selected from the group consisting of polyurethanes, silicones and 
combinations thereof. 



23. (original) The heart valve prosthesis of claim 21, wherein the therapeutic 
agent comprises an anti-inflammatory agent selected from the group consisting of 
dexamethasone, a derivative thereof, or a salt thereof. 

24. (original) The heart valve prosthesis of claim 21 , which is a bioprosthetic 
heart valve. 

25. (currently amended) A heart valve prosthesis comprising a sewing ring 
comprising a body portion initially formed from [ comprising] a polymer [intimately] 
mixed with a therapeutic agent, said body portion overlayed by a polyester fabric 
overlave r and wherein said body portion provides at least one therapeutic effect to 
the fabric overlaver . 

26. (currently amended) The heart valve prosthesis of claim 25, wherein the heart 
valve prosthesis additionally comprises metal or metal alloy components [comprises 
at least one titanium and tantalum]. 

27. (original) The heart valve prosthesis of claim 25, wherein the therapeutic 
agent comprises and anti-inflammatory agent selected from the group consisting of 
dexamethasone, a derivative thereof, or a salt thereof. 

28. (original) The heart valve prosthesis of claim 21 , which is a mechanical heart 
valve. 

29. (currently amended) [In a]A bioprosthetic heart valve comprising a polymer 
insert containing struts attached to tissue leaflets to form a valve housing, wherein a 
fabric sheath encloses the polymer insert to form a_sewing ring, said sewing ring 
attached circumferentially to the base of the valve housing, the improvement 
comprising [ani the polymer insert is initially formed with a releasable therapeutic 
agent [polymer intimately mixed in intimate contact with the polymer insert] wherein 
the releasable therapeutic agent provides at least one therapeutic effect to the fabric 
overlaver . 

30. (original) The bioprosthetic heart valve of claim 29, wherein the polymer insert 
comprises silicone. 



31 . (currently amended) The bioprosthetic heart valve of claim 30, wherein the 
polymer insert comprises radiopaque flexible silicone rubber and a therapeutic 
agent . 

32. (original) The bioprosthetic heart valve of claim 29, wherein the therapeutic 
agent comprises an anti-inflammatory agent. 

33. (original) The bioprosthetic heart valve of claim 32, wherein the anti- 
inflammatory agent is dexamethasone, a derivative thereof, or a salt thereof. 

34. (original) The bioprosthetic heart valve of claim 29, wherein the therapeutic 
agent comprises an antimicrobial agent. 

35. (original) The bioprosthetic heart valve of claim 29, wherein the flow occluder 
comprises pericardium or aortic root tissue from an animal. 

36. (original) The bioprosthetic heart valve of claim 35, wherein the flow occluder 
comprises pericardium or aortic root tissue from a pig. 

37. (cancelled) In a mechanical heart valve comprising a metallic ringed valve 
housing containing a central metallic strut along which a flow occluder disk moves, 
wherein a fabric sheath encloses a metal insert to form a sewing ring, the 
improvement comprising a releasable therapeutic agent [intimately] initially mixed 
with at least one polymer added to the sewing ring wherein the releasable 
therapeutic agent provides at least one therapeutic effect to at least one additional 
component of the heart valve . 

38. (canceled) The mechanical heart valve of claim 37, wherein the metal insert 
comprises at least one of titanium and a titanium alloy. 

39. (canceled) The mechanical heart valve of claim 37, wherein the therapeutic 
agent comprises an anti-inflammatory agent. 

40. (canceled) The mechanical heart valve of claim 39, wherein the anti- 
inflammatory agent is dexamethasone, a derivative thereof, or a salt thereof. 



41 . (currently amended) An annuloplasty ring comprising a body portion overlaid by 
a polyester fabric overlayer, the body portion [comprisingl initially formed from a 
biostable polymer [intimately] mixed with an releasable therapeutic agent wherein 
the releasable therapeutic agent provides at least one therapeutic effect to the fabric 
overlayer . 

42. (original) The annuloplasty ring of claim 40, wherein the biostable polymer is 
selected from the group consisting of polyurethanes, silicones and combinations 
thereof. 

43. (original) The annuloplasty ring of claim 40, wherein the therapeutic agent 
comprises an anti-inflammatory agent selected from the group consisting of 
dexamethasone, a derivative thereof, or a salt thereof. 

44. (original) The annuloplasty ring of claim 40, wherein the therapeutic agent 
comprises an antimicrobial agent. 

45. (currently amended) A method for replacing a heart valve in a patient 
comprising implanting a prosthetic heart valve into the patient, wherein the 
prosthetic heart valve comprises a sewing ring comprising a body portion 
[comprising a constituent material in intimate contact ! initially formed from a polymer 
mixed w ith a therapeutic agent, said body portion additionally overlayed by a fabric 
overiayer. 

46. (original) The method of claim 45, wherein the constituent material of the 
body portion comprises a biostable polymer. 

47. (original) The method of claim 46, wherein the biostable polymer comprises a 
polymer selected from the group consisting of polyurethanes, silicones and 
combinations thereof. 

« 

48. (currently amended) The method of claim 45, wherein the constituent 
material of the body portion additionally comprises a metal or a metal alloy. 



49. (original) The method of claim 46, wherein the metal or metal alloy comprises 
titanium. 

50. (original) The method of claim 45, wherein the therapeutic agent comprises 
an anti-inflammatory agent. 

51 . (original) The method of claim 50, wherein the anti-inflammatory agent is 
dexamethasone, a derivative thereof, or a salt thereof. 

52. (currently amended) A method for ameliorating the inflammatory response 
associated with heart valve replacement in a patient comprising implanting a 
prosthetic heart valve into the patient, wherein the prosthetic heart valve comprises 
a sewing ring comprising a body portion comprising a polymer [intimately mixed] 
initiallv formed with a releasable anti-inflammatory agent, said body portion 
overlayed by a fabric overlayer wherein the releasable therapeutic agent provides at 
least one therapeutic effect to at least one additional component of the heart valve . 

53. (original) The method of claim 52, wherein the fabric overlayer comprises 
polyester. 

54. (original) The method of claim 52, wherein the anti-inflammatory agent is 
dexamethasone, a derivative thereof, or a salt thereof. 

55. (original) The method of claim 52. wherein implantation of the prosthetic heart 
valve is accompanied by reduced pannus formation at the implant site. 

56. (currently amended) A method for ameliorating the inflammatory response 
associated with heart valve repair in a patient comprising implanting an annuloplasty 
ring into the patient, wherein the annuloplasty ring comprises a body portion 
comprising [an]a biostable polymer initiallv formed [mixed] with a releasable anti- 
inflammatory agent, said body portion overlaid by a fabric overlayer wherein the 
releasable therapeutic agent provides at least one therapeutic effect to the fabric 
overlaver . 

57. (original) The method of claim 56, wherein the fabric overlayer comprises 
polyester. 



58. (original) The method of claim 56, wherein the anti-inflammatory agent is 
dexamethasone, a derivative thereof, or a salt thereof. 

59. (original) The method of claim 56, wherein implantation of the annuloplasty 
ring is accompanied by reduced pannus formation at the implant site. 

60. (currently amended) A method of making a medical sewing ring comprising: 
initially forming the annular insert by mixing a releasable therapeutic agent 

with a biocompatible polymer; and fincorporating a therapeutic agent into an annular 

insert comprising a constituent material, such that the therapeutic agent is mixed 

with the constituent material;] 

enclosing the annular insert in a fabric sheath; 

wherein the releasable therapeutic agent provides at least one therapeutic 
effect to the fabric sheath . 

61 . (original) The method of claim 60, wherein the constituent material comprises 
a polymer ^ 

62. (original) The method of claim 61 , wherein the constituent material comprises 
a biostable polymer. 

63. (original) The method of claim 62, wherein the biostable polymer is selected 
from the group consisting of polyurethanes, silicones and combinations thereof. 

64. (original) The method of claim 60, wherein the constituent material comprises 
a metal or a metal alloy. 

65. (original) The method of claim 64, wherein the metal or metal alloy is selected 
from the group consisting of titanium, tantalum, titanium alloys, cobalt chrome 
alloys, nickel chrome alloys, stainless steels, and combinations thereof. 

66. (original) The method of claim 60, wherein the fabric sheath comprises 
polyester. 

67. (original) The method of claim 60, wherein the therapeutic agent comprises 
an anti-inflammatory agent. 



68. (original) The method of claim 67, wherein the anti-inflammatory agent is 
dexamethasone, a derivative thereof, or a salt thereof. 

69. (original) The method of claim 60, wherein the therapeutic agent comprises 
an antimicrobial agent. 

70. (original) The method of claim 67, wherein the therapeutic agent further 
comprises an antimicrobial agent. 

71 . (canceled) The method of claim 60, wherein incorporating a therapeutic agent 
into an annular insert comprises compounding the therapeutic agent into the annular 
insert. 

72. (canceled) The method of claim 60, wherein incorporating a therapeutic agent 
into an annular insert comprises coating the therapeutic agent onto the annular 
insert. 

73. (canceled) An implantable infusion pump comprising: 

a pump comprising an interior space for containment of a liquid; 

a delivery catheter for delivery of the liquid to a patient; and 

a polyester pouch surrounding the pump; 
said pump further comprising a constituent material in intimate contact with an anti- 
inflammatory agent, said anti-inflammatory agent capable of being released from the 
pump and eluting through the polyester pouch. 

74. (canceled) The implantable infusion pump of claim 73, wherein the anti- 
inflammatory agent is coated or adhered to the surface of the pump. 

75. (canceled) The implantable infusion pump of claim 74, wherein the anti- 
inflammatory agent is dexamethasone, a derivative thereof, or a salt thereof. 



